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Establishm ent of bacterial endotoxin test for shuxuening injection

LAT Shan-cheng, XIU Lian-xi (The Second Hospital o fLongyan, Fujian Prvince, Longyan 364000, China)

ABSTRACT: OBJECTIVE To establish the method of checking bacterial endotoxin in shuxuening injection. METHODS Bacterial
endotoxin test procedure and guideline in Chinese Phamacopoeia were used. RESULTS The test showed that the interference ele-
ments can be excluded by diluting shuxuening injection 4 times, and it is effective that endotoxin can be tested by amebocyte lysate with
accuracy of 0. 25EU/mL. CONCLUSION Bacterial endotoxin test can be used in place of rabbit method for pyrogen monitoring of
shuxuening injection.

KEY WORDS: Shuxuening injection; bacterial endotoxin test; pyrogen

) 5.0EU/( kg* h). (L)
L=K/M=5.0 EU* ( kge h) ' /250mL x60( kg* h) "'
. . . b =1.2 EU/mL.
WS, -B-3707-98 ) 2.2 (MVD)
) MVD= CL/A = (1. 0mL/mL x 1. 2EU/mL) /( 0. 25EU/
mL) = 4.8
1 2.3
( TAL), , 0208102; e
> 021105, (M 0. 25EU/mL, 0.1 0.5~2.0\ ,
mL/ s ,
2002-7, 150 EU/ ; (BET ), 2.4
, 020801, 2mL/ ; , 2.4.1 (
,2mL/ 030319, 030605, 030812; ) TAL ,
1:1.1:2.1:3.1:4
2 2M0.5EU* mL™") ,  A=0.25EU/mL
2.1 (L) TAL , , 1.
S5mL, 5% 1 , 1:1,1:2 TAL
250mL , 1h 0 (K) , 1:3,1:4
1
Tab 1 Results of primary test
TAL 1:1 1:2 1:3 1:4
030319 0208102 - - - - - - + o+ + o+ o+ -
030605 0208102 - - - - - - + o+ + o+ o+ -
030812 0208102 - - - - - - + + + + + + - -
030319 021105 - - - - - - + + + + + + -
030605 021105 - - .- - - . + o+ .
030812 021105 - - - - - - + + + + + + -
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2.4.2 . s 2.

3 ,  BET 4 2.0A ) 0.25)\
, BET , ,  BET
2.0,1.0,0.5,0.250(0.5,0. 25, Es Bt 2
0.125,0.0625EU /mL) 4 . ,Es  0.5A—2.0) JEt  0.5Es—2.0Es ,
4 BET 2 4

2

Tab 2 Results of interference test of Shuxuening injection

TAL (EU/mL) EUEs
0.5 0.25 0.125 0.0625
0208102 030319 + + 4+ + + 4+ + - - 2 - - [ 0.25
030605 + + + + + + + + At - O _ - - - - 0.18
030812 + + + + + + + + + - - - [ .- 0.21
BET + + 4+ + +F + - - - - - - 0.25
021105 030319 + o+ + o+ + 4+ o+ w._ . .- - - a WA B 0.21
030605 ++ + + + + + + + - - - - - - - NN - 0.21
030812 + + 4 + + + + + . A. % .- 0.25
BET + + + + + + + + e - - - - - - 0.25
2.5 : 3 ,
BET 4 A=0.25EU/mL s 3
> 3. , 4
3 E
Tab 3 Results of bacterial endotoxin test . : 4 N A=0.25EU/
mL R ,
030319 - - + + -
030605 - - + + -
[1] [S]. WS;—B—3707—98.
030812 - - + + -
[2] 2000 [ S].2000: 86.204.
3 ’ ’ 12004-02-27





